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REMARKS 



Reconsideration and withdrawal of ihe objections to and the rejections of this application 
are respectfully requested. 

I, STATUS OF CLAIMS AND FORMAL MATTERS 

Claims 1, 7-9 and 14-16 are xinder examination in this application. Claims 1 and 9 are 
currently amended* 

Support for the amended claims can be found throughout the application. Specifically, 
support for the amendments to claims 1 and 9 can be found in the paragraph beginning on page 
9, line 28, of the specification. Support for the previous amendment to claim 14 (in the 
Amendment filed on April 21, 2003) can be found in the paragraph beginning on page 8, line 13. 
Support for the recitation ^'tolerance attenuating** in claims 15 and 16 can be found on page 7, 
line 31. No new matter is added. 

It is submitted that the claims^ herewith and as originally presented^ are patentably 
distinct over the prior art cited by the Examiner, and that these claims were in full compliance 
with the requirements of 35 U.S.C. §1 12. The amendments of and additions to the claims, as 
presented herein, are not made for purposes of patentability within the meaning of 35 U.S.C. 
§§§§101, 102, 103 or 1 12. Rather, these amendments and additions are made simply for 
clarification and to round out the scope of protection to which Applicants are entitled. 
Furihennore, it is explicitly stated that the herewith amendments should not give rise to any 
estoppel, as the herewith amendments are not nairowing amendments. 

n. Tim REJECTION UNDER 35 U.S,C, 8112. 1^^ PARAGRAPH, IS OVERCOME 

Claims 9-12 and 14 were rejected under 35 U.S.C, §1 12, first paragraph, as allegedly 
lacking enablement. Claims 10-12 have been cancelled; the rejection with respect to claims 9 
and 14 is traversed. 

The Examiner is thanked for acknowledging that the specification is enabling for a 
tolerance-attenuating dose of an NMD A receptor antagonist. As currentiy presented, claim 9 
recites a tolex^mce-attenuating dose of ketamine, obviating its rejection and that of depended 
claim 14 under 35 U.S.C. §112, first paragraph. Therefore, reconsideration and withdrawal of 
this rejection are requested. 
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m. THE REJECTIONS UNDER 35 U,S,C. SI 12> 2^ PARAGRAPH. ARE OVERCOME 
Claims 1-3, 5-8, 1 1-12 and 14 were rejected under 35 U.S.C. §112, second paragraph, as 



Reconsideration and withdrawal of the rejections under 35 U.S.C. §112, second 
paragraph, are respectfully requested. 

IV. THE REJECTION UNDER 35 U-S-C, 6102 IS OVERCOME 

Claims 1-3, 6, 9-12 and 15 were rejected under 35 U.S.C. §102(b) as allegedly being 
anticipated by Gervitz et al (5,635,204). The rejection with respect to pending claims 1, 9 and 
15 is traversed, 

Gervitz et al involves a method of inducing surgical anesthesia in a mflmal by 
transdermally administering via a transdennal patch an amount of an amnesia producing drug 
(ketamine), and after an amnesic state is produced, transdermally administering amounts of 
clonidine and fentanyl which are sufficient to produce surgical anesthesia. The method of 
inducing surgical anesthesia taught by Gervitz eial necessarily results in the amnesia inducing 
use of ketamine, whereby ketamine attains '^plasma level concentrations of 100-150 ng/ml", and 
the method of Gervitz et al necessarily involves systemic or central administration. (5,635,204, 
Col. 2, Ln. 66-67). 

Claims 1, 9 and 15 provide a topical pharmaceutical composition comprising ketamine 
and morphine, and methods for perioheral analgesia using the topical pharmaceutical 
composition. Simply, in contrast to the instant invention, Gervitz et al. provides 'transdemjal 
administration'' that is "a general anesthetic" which results in "'profound sedation," In the 
present claim recitations: Claim 1 recites that delivery is "not to central opiate receptors," Claim 
9 recites tiiat the method is '*not central systemic analgesia ... and not centrally or systemically, 
analgesic dose," and Claim 16 recites "a tolerance attenuating, peripherally but not centrally or 
systemicaUy analgesic dose." Gervitz et al is clearly contrary to, and teaches away ftom, and 
fails to teach or suggest, the recitations of the instant claims. 



allegedly being indefinite. The rejection is traversed. 



(i) Claim 1 1 has been cancelled and claim 1 does not recite "derivative". 

(ii) Claims 6 and 10 have been cancelled. 

(iii) Claim 14 has been amended to clarify what percent weight of ketamine is being 



claimed. 
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The method of Gervitz et ah is not a sixigle prior art reference that discloses each and 
every element of the presently claimed invention- The method of the present invention provides 
for peripheral analgesia, not systemic or central, and is therefore not previously taught or 
suggested by Gervitz et aL 

Accordingly, Gervitz et aL fails to teach the instant invention. Reconsideration and 
withdrawal of the § 102(b) rejections are requested. 

V- THE REJECTIONS UNDER 35 U.S-C, S103 ARE OVERCOME 

Claims 5 and 14 were rejected under 35 U.S.C. §103(a) as allegedly being unpatentable 
over Gervitz et aL, as applied to claims 1-3, 6, 9-12 and 15 under 35 U.S.C. § 102(b) above, and 
further in view of Nelson et aL (5,840,731) and Needham et aL (6,261,582). Claims 7-8 were 
rejected under 35 U.S.C. §103(a) as allegedly being unpatentable over Gervitz et aL, as applied 
to claims 1-3, 6, 9-12 and 15 under 35 U.S.C, §102(b) above, and further in view of Kaneko et 
aL (Anethesiology '94). Claim 16 was rejected under 35 U.S.C. §1 03(a) as being unpatentable 
over Gervitz et aL in view of Smith et aL (6,194,000). These rejections will be addressed 
collectively, and are traversed. 

Initially, as to all of the §103 rejections, reference is made to the forgoing distinctions 
between Gervitz et aL and the instant invention. Further, as was discussed in detail in the 
Amendment filed on April 21, 2003, no combination of Gervitz et aL and any of the other cited 
references teaches or suggests the claimed invention. Reconsideration and withdrawal of the 
rejections under 35 U.S.C. § 103 are requested. 

CONCLUSION 

In view of the Amendment jfiled on April 21, 2003 and the amendments and remarks 
herewith, the application is believed to be in condition for allowance. Favorable reconsideration 
of the application, reconsideration, and withdrawal of the objections and rejections, and prompt 
issuance of a Notice of Allowance are respectfully requested. 

Respectfully submitted. 



By. 




Thomas J. Kowalski 
Reg. No. 32,147 
(212) 588-0800 
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